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Agency ~~~o~~atjon Collection Activities; Submission for UME3 Review; Comment 

Request; Prescription Drug Product Labeling; Medication Guide Requirements 

AGENCY: Food and Drug Ad~nistratio~, HHS. 

ACTION: Notice. 

and Drug Admi~is~ati~~ (FDA) is announcing that the proposed collection 

of ~nf~~atio~ listed below has been submitted to the Office of Management and Budget (OMB) 

for review and clearance under the Paperwork Reduction Act of 1995 (the 

DATES: Submit written co ents on the coflection of i~f~~atio~ y [insert date 30 days afler 

date ~~~~~~~~~~~~~ in the Federal Register]. 

ADDRESSES: Submit written comments on the coflection of ~~fo~ation to the Office of ~nfo~at~o~ 

and Regulatory Affairs, 0 B, New Executive Office Bldg., 725 17th St. NW., rm. 

Washingtu~~ DC 20503, A tn: Stuart Shapiro, Des Officer for FDA. 

FURTHER IN~U~~AT~~~ CQNTACT: Karen L. Nelson, Office of ~~fo~a~o~ Resources 

Management (~~A-25~), Food and Drug Administration, 5600 Fishers Lane, Rockville, 

20857,30f-827-1482. 

S~P~LE~ENTA~~ ~NF~~~AT~~N~ In compliance with 44 U.S.C. 35 7, FDA has strutted the 

following proposed collection of info~ati~n to OMB for review and clearance. 



2 

~resc~~~tio~ Drug Product Labeling; Medication Guide Reqrrirements @MB Controls No. 

~9~~~393)-~~te~sio~ 

FIIA regulations req ution of patient labeling, called Medication Guides, for 

resumption huma biofogical products used primarily on an outpatient 

ose a serious and significant public health concern requiring d~st~butio~ of ~A-approved patient 

medication information. These Meditation Guides inform patients about the most important 

ould know about these products in order to use them safely and effectively. 

included are ~nfo~at~on such as the drug’s approved uses, contrai dications, adverse drug 

reactions, and cautions for specific opulations, with a focus on why the particular product requires 

a Moderation Guide. These regulations are intended to improve the public ealth by providing 

information necessary for patients to use certain medication safely and effectively. 

The regulations contain the foflowing reporting requirements that are subject to the PRA. The 

estimates for the burden hours imposed by the following regufations are listed in table 

21 GFR 2~8.2~Ap~li~ants must submit draft Medication Guides for FDA approval 

to the prescribed content and format. 

3 ~4,7~(b)(3)(ii) and 60 .12(f)--Application holders must submit changes to 

Meditation Guides to FDA for prior approval as sup lements to their app 

according 

CFR 208.24(s)-Eat authorized dispenser of a presc~ption drug product fur which a 

Medication Guide is required? when dispensing the product to a patient or to a patient’s agent, 

must provide a edication Guide directly to each patient unless an exemption applies under 

0 208.26 (2X CFR 208.26). 

Section 2~8.26(a)-Requests may be submitted fur exemption or deferraf from particular 

Medication Guide content or format requirements. 
TABLE I---- ESTIMATED ANNUAL ~EF~~T~~G BURDEW 



1 There are rto capital costs or ~~e~at~~~ and maintenance costs associated with this collection of ~~f~rrnat~~~= 

In the Federal Register of September 25,2001 (66 FR 4902 ), the agency requested 

comments on the Sections of info~atio~. FDA received one co ent on the 

September 25, 2001, notice. The conxment stated that ~l~~fication is needed as to whether 

Meditation Guides would be needed for medical devices that have a prescription drug either as 

a coating or into orated into the material. of the device, or as a corn e comment 

said that some of these types of products might be considered combination products, 

FDA requested comments on the j~fu~ation collection burden estimates describe 

notice, Because the cogent does not pertain to the urden estimates, FIIA has forwarded 




